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97N 4843

Document Management Branch HFA-305
(Food and Drug Administration)
5630 Fisher Lane Rm. 1061
Rockville, MD 20852

Re: Docket # 97N-484s

Dear Sirs:

It has come to my attention that there is a proposed FDA regulation which accepted
in its current wording would allow the FDA to regulate some types of allograft as
medical devices. My concern is that this may lead to a curtailing of the supply of
bone products, for which I have frequent use of, in the treatment of my patients’
orthopedic problems. Any further regulation which would limit my ability to obtain
allograft material for uses in my patients, which I feel is deemed medically necessary,
would place another incumbrance to what I feel is the correct management of my
patients. I would not encourage any change in the proposed FDA regulations if this
is the outcome.

Sincerely,

(J$fJr------

Cameron N. Carmody, M.D.
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